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f\j Mr. Hatch, from the Committee on Labor and Human Resources, 
|— j submitted the following 

REPORT 

[To accompany S. 1574] 

The Committee on Labor and Hxunan Resources, to which was 
referred the bill (S. 1574) to provide for public education concerning 
the health consequences of using smokeless tobacco products, 
having considered the same, reports favorably thereon with an 
amendment in the nature of a substitute and recommends that the 
bill as amended do pass. 
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I. SUMMARY OF THE BILL 

As reported by the Committee, S. 1574 would direct the Secretary 
of Health and Human Services to establish a program to inform 
the public of any changes to human health associated with the use 
of smokeless tobacco products. The Secretary is directed to develop 
educational programs and materials and public service announce- 
ments on the dangers to human health from the use of smokeless 
tobacco and make appropriate programs, materials, and announce* 
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ments available to States, local governments, school systems, and 
other entities. The Secretary is also directed to conduct and sup- 
port research on the effects of smokeless tobacco on human health 
and to collect, analyze, and disseminate information and studies on 
smokeless tobacco and health. 

The Secretary would be authorized to provide technical assist- 
ance to States to assist them in developing educatioanal programs 
and materials and public service announcements on the dangers to 
human health from the use of smokeless tobacco. 

The bill would direct the Secretary to transmit a report to the 
Congress not later than January 1, 1987, and biennially thereafter. 
The report would contain: (1) a description of the effects oif health 
education efforts on the use of smokeless tobacco products; (2) a de- 
scription of the public use of smokeless tobacco products; (3) an 
evaluation of the headth effects of smokeless tobacco products and 
an identification of areas for further research; and (4) recommenda- 
tions for appropriate legislation and administrative action. 

S. 1574 would require the display of one of three warning state- 
ments on smokeless tobacco product packages and smokeless tobac- 
co advertising: 

WARNING: THIS PRODUCT MAY CAUSE MOUTH 
CANCER* 

WARNiNG: THIS PRODUCT MAY CAUSE GUM DIS- 
EASE AND TOOTH LOSS; AND 

WARNING: THIS PRODUCT IS NOT A SAFE ALTER- 
NATIVE TO QGARETTES. 

The statements would be randomly displayed on each package of 
smokeless tobacco product by a manufacturer, packager, or import- 
er of a smokeless tobacco product in each twelve-month period in 
as equal number of times as possible and would be randomly dis- 
tributed in all parts of the United States in which the product is 
marketed. The labels would be displayed and distributed in accord- 
ance with the regulations and guidelines issued by the FTC pursu- 
ant to a plan submitted to pnd approved by the FfC. 

Each of the three warning statements would be rotated every 
four months in advertisements for each brand of smokeless tobacco 
products, in accordance with the regulations and guidelines issued 
by the FTC pursuant to a play submitted to and approved by the 
FTC. In the case of a radio or television advertisement for a smoke- 
less tobacco product, one of the statements would have to be read 
once during the advertisement in compliance with FTC guidelines. 

The bill would require the FTC to promulgate and periodically 
revise regulations and guidelines to implement the warning state- 
ment ana advertising provisions of the bill. Within 180 days of the 
enactment of the bill, the FTC would be required to promulgate 
guidelines regarding the display, format and distribution of the 
statements required on smokeless tobacco packages and th** rota- 
tion, display, format, and distribution of the statements on each ad- 
vertisement. 

The bill would establish a smokeless tobacco "additive** reporting 
system. Each person who r.anufactures, packages, or imports 
smokeless tobacco products would have to provide the Secretary of 
HHS annually with a list of ingredients added to tobacco in the 
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manufacture of the product and a specification of the quantity of 
nicotine contained in each product. The ingredient list would not 
the FTC, recommend to the Congress appropriate revisions to the 
warning statements contained in this legislation. 

11. BACKGROUND AND NEED PGR LEGISLATION 

Over the past twenty years, the Congress and the Federal Gov- 
ernment have taken a strong stand on the hazards to human 
health of cigarette smoking. Nearly neglected in this history of con- 
cern and action has been the use of smokeless tobacco producte, 
such as snuff and chewing tobacco, and the hazarda of such use to 
health. The smokeless tobacco industry, once almost the forgotten 
factor in tobacco production and sales, has staged a resurgence in 
recent years. Estimated from the National Institutes of Health in- 
dicate that some 22 million Americans currently use smokeless to- 
bacco products regularly. 

The evidence has steadily mounted on the health risks of smoke- 
less tobacco use. Gains in production and sales of such products 
over the past ten years have made it essential that Congress and 
the Federal Government take action to broaden our knowledge on 
effects of smokeless tobacco use and to make such knowlecfee read- 
ily available to the public. The apparent popularity of smokeless to- 
bacco among our children and youth make such legislative action 
particularly crucial. 

The various types of smokeless tobacco, such as chewing tobacco 
and snuff, contain, like tobacco that is smoked, significant levels of 
nicotine. Nicotine use in the levels found in smokeless tobacco has 
been associated with a rise in blood pressure, and may increase the 
risk of addiction. In addition, the use of smokeless tobacco products 
has been strongly associated with certain alterations in the tissues 
of the mouth, such as gingival recession (recession of the gums), pe- 
riodontal bone destruction, and tooth abrasion. Most importantly, 
perhaps, smokeless tobacco use has been linked to the development 
of precancerous lesions, such as leukoplakia. Approximately 7 per- 
cent of leukoplakia lesions convert to squamous cell carcinomas ac- 
counting for roughly 90 percent of all oral cancers. 

One study indicates that the risk of developing cancer is four 
times greater for users of snuff than for nonusers, and approaches 
50 times greater for chronic long-term users. Another group has re- 
ported research that there may be as many as 700 deaths per year 
from oral cancer caused by smokeless tobacco use. The Surgeon 
General of the United States has reported that smokeless tobacco 
contains the highest amount of certain cancer-causing toxins in a 
consumer product for oral consumption, and, in a letter to the Fed- 
eral Trade Commission in December of 1984, stated that "Smoke- 
less tobacco including snuff does indeed pose a cancer threat and is 
associated as well with certain other pathologic oral conditions.*' 

Until fairly recently, the use of smokeless tobacco in the U.S. 
had been restricted to a relatively small percentage of the popula- 
tion and had declined in volume of sale and use from the early 
years of ♦his century. The 1964 Surgeon General's report on smok- 
ing and health, which barely mentions smokeless tobacco products, 
includes a table (page 45) showing consumption of tobacco products 
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for selected years between 1900 and 1962. The table shows the in- 
significance of smokeless tobacco use in the early 1960s compared 
with earlier days. While cigarette consumption had risen from 49 
cigarettes per person in 1900 to 3,958 per person in 1962, consump- 
tion of chewing tobacco had fallen from 4.10 pounds per person to 
0.50 pounds per person during the same period. Consumption of 
snuff declined slightly from 0.32 pounds per person in 1900 to 0.26 
pounds per person in 1962. The decline continued into the 1970s. 
By 1974 the annual per capita consumption of snuff had dropped to 
.18 pounds per person. 

There has been resurgence in recent years, in the popularity of 
smokeless tobacco products, particularly snuff. Accordmg to Stand- 
ard and Poor's Inaustry Survey of April 1985, moist snuff is the 
fastest-growing product in the entire tobacco industry, with pound- 
age gains of 7 percent in 1984. Annual per capita consumption is 
back up to .26 pounds for 1983. 

One of the sources of concern about the increase in the use of 
smokeless tobacco products and a mcgor reason for the develop- 
ment of a l^islative proposal is the alarming incidence of use by 
children. Studies have shown that almost 10 percent of high school 
students regularly use smokeless tobacco products. A recent study 
of persons who regularly use such products indicated that 88 per- 
cent started using smokeless tobacco before the age of 15 and 55 
percent started before the age of 13. 

Apparently many of these young people are under the mistaken 
impression that the use of smokeless tobacco carries no significant 
risk to health. The 1964 Surgeon General's report on cigarettes and 
health with the subsequent legislation to require warning labels 
and limit advertising have established a public awareness of the 
dangers of cigarette smoking. There has been no parallel develop- 
ment of public information on the dangers of smokeless tobacco 
use. Young people starting to use such products, perhaps as hopeful 
symbols of maturity, seem to view smokeless tobacco as a safe and 
healthful alternative to cigarettes. Current packaging and promo- 
tional practices, including endorsement by professional athletes, 
further this mistaken impression. 

The significant health risks associated with smokeless tobacco 
use, the public's seeming lack of awareness about such risks, and 
the popularity of the product among children and adolescents have 
led to concern and action on various fronts. A number of national 
health and professional organizations, such as the American 
Cancer Society, the American Lung Association, the American 
Heart Association, the American Dental Association, the American 
Academy of Otolaryngology, the American Association of Pediat- 
rics, and the American Medical Association, have called for the en- 
actment of legislation to require warning labels on smokeless to- 
bacco products and in advertisements. Massachusetts has required, 
by executive order, that every package of moist snuff sold in the 
State after December 1, 1985, carry a warning label. Other States 
are considering similar action. 

Early in 1985, the Health Research Group petitioned the Federal 
Trade Commission seeking warning label requirements for smoke- 
less tobacco products. To assist in its considerations of the petition, 
the FTC requested information from the Surgeon General of the 



U.S. In June 1985, in order to assist in this response to the FTC, 
the Sui^eon General appointed an Advisory Ck)mmittee on the 
Health Consequences of Using Smokeless Tobacco to study the 
issue. In addition, the National Cancer Institute, the National In- 
stitute of Dental Research, and the Office of Medical Applications 
of Research, National Institutes of Health are jointly sponsoring a 
consensus development conference in January of 1986 on the 
health implications of smokeless tobacco use. 

in. HEARINGS 

The Committee has a long-standing interest in the risks to 
human health of tobacco use and the importance of disease preven- 
tion and health promotion as important components of our nation- 
al health policy. S. 1574, for the most part, simply extends the pro- 
visions of P.L. 98-474, the Comprehensive Smoking Education Act 
of 1984, to include smokeless tobacco products. The Committee held 
two days of hearings in May 1983 on the subject of education and 
research on smoking and health and related issues. These hearings 
including the issues of rotating warning statements on packages 
and in advertisements and the reporting to the Secretary of HHS 
of chemical additives, subjects dealt with in provisions of S. 1574. 
ITie Committee*s interest in disease prevention and heedth promo- 
tion is further exemplified by hearings in April 1983 on the role of 
the Federal Government in these areas. 

The Committee considered S. 1574 in executive session on No- 
vember 19, 1985, and agreed to favorably report, without amend- 
ment, the CJommittee Substitute to the Senate. 

IV. TEXT OF S. 1574 AS REPORTED 

A BILL To provide for public education concerning the health consequences of using 
smokeless tobacco products 

Be it enacted by the Senate and House of Representatives of the 
United States of America in Congress assembled^ thie Ael may be 
^ ^ * - Comprohcn3ivo Smokolofla Tobaoo e Health Education A«t el 
49 8 5". 

FINDINOO 

W ooiontifio roocaroh \m dotoyminod that — 

(A) the «se el omokoloas tobacco » a eatjse el efftl ftHd pharyngeal 
eftfteef; ^ loukoplokia, giHR dieeftse; aad teefeb tesfs* ^ 

(B) omokcloaa tobooco contains mee>4ie and may be addiotivo; 

(3) the ttse e^ omokolooa tobooco by ftdoloooonts » inoroa s ingi 

^ thefe » ft widespread kefc el fcnewledge among the genml puHie el 
the health rieke aaoooiatod the «9e el omokolo83 tebaeeej and 

(4) Stftte and leeal efforts are inouffioion t *e oduoato the public en the 
dangcr e el omokolos s tobacco nser 

I'UiJUit? UUUUA'i'lUfr 

SfiOr ^ {fi^ ¥he Scorotary el Health end Human Sorvicoa^ through the 
Office el Smoki' .tg and Hea lt h el the Dopartmon t el Health and Human Sew- 
»haH — 



(A) dovoiop educational program s mi matoriab mi public a orvioo ft»- 
nounccmonto roopooting the dangcro te human health Irom tfee use ef 

(B) ittftke eueh progFetffter matorial a , €hw1 announoemonto available te 
States? leeftl govcmmcnto, mi eeheel oyatemo. 

(3) fe developing programo, materiale, ftdi announoemonto wder paragraph 
(4^ ^ Secretary shall consult with the Secretary ef Eduoation, modical oftd 
ptthfe heokh entitie&r consumer greupftr mi ether appropriate efttit)es7 

^ ye€kr after the dote ef the enactment ef thie Aetr ftftd annually there- 
ofteF? the Secretary shftH transmit a repert te the Congroos concerning the oe- 
ttvities undertaken ttftder oubocotion fe) dwrng the proooding yeftPr 

(e) The Secretary; through the Office ef Smefcing mi Health e{ the Depart 
meftt el Health mi Sumaft Sorviocs, fiWfcy pre^^ technical aasiotan ee te 
States te oesiet sueh States m the dcvolopmont ef cdueational programs oftd 
materials €tnd public s ervice announcements rcspcoting the doRgers te human 
health {rem the use el smokeless tobacco; 

HEPORT ON QMOKBIj B B B TODAOOO ANB HEALTH 

See, 4- ^ Secretary, through the Surgeon General ef the United States, - 
shftU transmit a repert te the Congroso net ktto than January h ^^STy ^ 
annually thcrcafier, containing — 

(4) a description el the effects ef health education efforts en the «se ef 
smokeless tobacco products; 

(5) a desoription ef current practices mi methods ef smokeless tobacco 
predttet advertising mi promotion; 

ft description ef the use by the public ef s mokeless tobacco products; 
H) m evaluation ef the known health effects ef sHt okelcss tobacco prod- 

Tlvl oy mm 

(#) saeh rccommendationo for legislatio n mi administrative action as 
the Secretary considers appropriate. 

OMOKBLBDO TODAOOO WARHINQ OTATDMBNTB 

SfiOr §T teHi) Jt shftH be unlawful for my- person te manufacture, package, er 
import foF sftie er distribution within the United States any s mokeless tobacco 
produc t unless the p ackage ef the product boars, m aeoordanco with the re- 
quircmcnto ef this scotion , ene ef the following st atemonts i 

"WARNING! THIS PRODUCT MA¥ €AWSE MOUTH 

CANCER 

**WARNING! THIS PR ODUCT MA¥ CAU S E G«M DIS- 
EASE AN D TOOTH tOSS 

"WARNING! THIS PRODUCT CONTAINS NICOTINE 
AND MA¥ RE ADDICTIVE". 

It shftH be unlawful for my manufacturer er importer ef ft smokeless te- 
baeee product te advertise er cause te be advertised within the United States 
my smokclcBB tobacco product unless — 

(A) the advertising ef sueh product beitrs ene ef the statements s pecified 
in paragraph (i^ 

(B) in the cose ef tolevasion advo/tising ; one ef the statomen ts a pecificd 
in paragraph (4^ — 

(i) appears fer the duration e? eoeh advortisoment; er 
(tt^ is read once during each advortiocmcnt; and 
^ in the ease ei tttiie advortiaing, ene ei the otatomonto specified ift 
paragrapli is read enee during eeeh advortiaomont ; 
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fiwh ototcmont feqwired by oub a ootion fe) shaH «kppeftr — 
(i) i« the eftse ef the e mokoloflQ tehaeee product paokago 

(A) eft the t^ ef the pctekftge ef m «»ether pfominont looation eft 

0) ift eonopiououo mi legjiWe type » eontroafe hy typogfaphy, 
layout, ftH4 eeier with dSi ether pmted mfttemi eft the paohago; mi 
(8) ift the ease prort tmd tolevioion ft dvertioing — 

(A) ift ft eonopiououo leefttieft mi m oonopiououo mi legiUe type ift 
eefttfftst hy typog r aphy, ktyeuty mi eebr with eii ethe? pmted 
\ mi ift the advcrtioomont; mi 

(e> ?he otatomontB opoeifiod ift payog f aph ffif e( oubocotion ^ tfe^ be i>etftted 
by eft^ manufootufor er importoF e( a omokoloBO ^^ebaeee predttet ift eaeb 
twolvo month pened ift aft altoroating ooquonoo eft paokagoo e{ eaeh braid e( 
omokoloQo tebaeee preduet manufootufod by the manufaotufor er importer mi 
ift the advortioomonta fer eaeh 6ueb bfe»d e( omokolooa tebaeee preduet ift ae- 
oordanoo a fim oubmittod hy the manufaoturor er importor mi approved 
by the ¥eder^ Trade Oommiooion. ¥he Federc^ Trade CommiQoioR eMl ap- 
prove a fim oubnuttoa hy a manufaeturo? er importor e( a omokolosa tebaeee 
preduet whieh wiD provide ^ retatim required by thie ouboootion a»d whieh 
aasttres that aH ef the otatomon to required by paragraph (4) el ouboootion (a) 
wiB be diaplayod by the manufaoturor w ftaperter at tfie santo tun Or 

(d) Net later thim 4^ daye irfter the date e{ onootmont e( thie Aetj theFed- 
erai Trado Commiooion sbeJl p r omulgate eeeh re gulationg a» it naay require te 
implomont ouboootiono (a); ^ «md <^ 

^eHD After the Advioory Committoo eft the Seai^ Conooquonooe ef Uoing 
Smokoloa a Tobaeoo appointed by the Surgeoft Oofterri ei the IMtod States 
oomplotoa its study arid report oonoomijig the health oonooquonooa ef ueiftg 
omokoloo a tebaeee produoto, the Surgeeft General mi the J?edera} Trade Gem- 
mieeioft ahaH review the fiftdiftge mi oonoluoion s ef eeeh etudy? After the oohh 
plotion ef stieh roviow, the Fede?ri Trade Ge mmifloion me^ if r egulation, pro- 
mulgate roviolon a of the otatomonts opoeifiod in paragraph <4) el ouboootion (a)T 
Any eu^ reviaien ehaH be based eft the fiftdiftge fuftd oonoluoiono el sueb otudy. 

(§) Any rogulationo promulgated under parc^aph (1) ef this ouboootion sheJl 
be promulgated in oeoordojioo with oubohaptor g el ehapter # el ^ §y ¥ftited 

(0 Afty person who violatea the provi a iona ef to oootion shall be guilty of a 
miodomoanor and shall en oomiotion thereof be oubjoot te a fifte ef ftot mere 
tbaft $ 10,000. 

The eeveral distriet eeurta ef the United States are invootod with juriodio- 
ttoftr for oau a o ahown, te prevent and restrain violationa ef this seefe* upon 
application ^ ef the Attorney General ef the United States aeting through the 
9e vcr& l United States attomoya in riteir sevwal distriota. 

(hKl) Ne otatomont rela^ng te the use ef amokoloaa toboooo produoto mi 
health, ether thaft the otatomont a required by ^«s aootion, shall be roquirod en 
any package ef a omokolosa tobaeeo produot. 

(§) No roquiromont er prohibition based en the use ef omokoloao toboooo 
pf ?4«ets and health shf^ be iflipesed uftder State law with respeet to the ad- 
vortioing er promotion ef my omokoloQa toboooo produot ^ paekago a ef whieh 
are labeled, and the advortioomon t ef whieh is oonduetod, in conformity with 
the proviaiona ef to seetienr 
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DEFINITIONS 

(i) the term "paekago - »eftfts ft pftrft? oarton, eea^ ef «iy eAe? 
oonUiinoF ei mty kmd m wfeJeh Qmokoloaa tobaooo » offorod fef eale; eeldr 

(3) the teffft "porBon" hae the flw»e moaning m m eeetieft ef the 
Fodoral Cigcu p otto Labeling emi Advortioing Aetj 

the term " S oofoUuy'' ^ S oorotofv el Health mi Human 

SoFviooa; 

(4) the term '*flmokolo 99 tebaeoo" moons any {jnoty out^ gfoundj pow" 
dorcd, er teal teboeee that ie intondod te be pteeed m the er^ oavity; and 

(§) the term - United Stotea" ha& the m»e moaning as in deetien 3(8) ef 

ITUUIl TTTTvT 

nPPDOTIVB BATO 

Seer ?T M Exoopt as previded m oubaootion this Aet sh«^ tedte efieet 
ene yeoF «rfter the dote ef cnoetmont ef this Aetr 

(b) Seetien §(d) shf^ take effeet en the dote ef onoetmont ef this Aetr 
That this Act may be cited as the ^'Comprehensive Smokekss Tobac- 
co and Health Education Act of 1985*\ 

PUBLIC EDUCATION 

Sec. 2, (aXD The Secretary of Health and Human Services shall 
establish and carry out a program to inform the public of any 
changes to human health resulting from the use of smokeless tobac- 
co products. In carrying out such program, the Secretary shall— 

(A) develop educational programs and materials and public 
service announcements respecting the dangers to human health 
from the use of smokeless tobacco; 

(B) make such programs, materials, and announcements 
available to States, local governments, school systems, and such 
other entities as the Secretary determines appropriate to further 
the purposes of this Act; 

(C) condux^t and support research on the effect of smokeless to- 
bacco on human health; and 

(D) collect, analyze, and disseminate information and studies 
on smokeless tobacco and health. 

(2) In developing programs, materials, and announcements under 
paragraph (1), the Secretary shall consult with the Secretary of Edu- 
cation, medical and public health entities, consumer groups, repre- 
sentatives of manufacturers of smokeless tobacco products, and 
other appropriate entities. 

(b) The Secretary may provide technical assistance to States to 
assist such States in the development of educational programs and 
materials and public service announcements respecting the dangers 
to human health from the use of smokeless tobacco. 

REPORT ON SMOKELESS TOBACCO AND HEALTH 

Sec. 3. The Secretary shall transmit a i-eport to the Congress not 
later than January 1, 1987, and biennially thereafter, containing— 
(1) a description of the effects of health education efforts on 
the use of smokeless tobacco products; 

o 9 
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(2) a descnption of the use by the public of smokeless tobacco 
products; 

(3) an evaluation of the health effects of smokeless tobacco 
products and an identification of areas appropriate for further 
research; and 

(4) such recommendations for legislation and administrative 
action as the Secretary considers appropriate. 

SMOKELESS TOBACCO PRODUCTS PACKAGES 

Sec 4. (a) It n^all be unlawful for any person to knowingly manu- 
facture, package, or import for sale or distribution within the 
United States any smokeless tobacco product unless the package of 
the product bears, in accordance with the requirements of this Act, 
one of the following statements: 

''WARNING: THIS PRODUCT MAY CAUSE MOUTH 

CANCER 

''WARNING: THIS PRODUCT MAY CAUSE GUM DIS- 
EASE AND TOOTH LOSS 

"WARNING: THIS PRODUCT IS NOT A SAFE ALTERNA- 
TIVE TO CIGARETTES''. 

(b) One of the statements required by subsection (a) shall appear 
in a conspicuous and prominent location on each package of a 
smokeless tobacco product, and shall appear in a conspicuous 
format and in conspicuous and legible type in contrast with all 
other printed material on the package. 

(c) The statements required by subsection (a) shall — 

(1) be randomly displayed by a manufacturer, packager, or 
importer of a smokeless tobacco product in each twelve-month 
period in as equal a number of times as is possible; and 

(2) be randomly distributed in all parts of the United States 
in which such product is marketed 

(dXV Each manufacturer, packager, or importer of a smokeless to- 
bacco product shall submit a plan to the Federal Trade Commission 
which specifies the method such manufacturer, packager, or import- 
er will use to display and distribute the statements required by sub- 
section (a) in accordance with the requirements of subsections (b) 
and (cX 

(2) The Federal Trade Commission shall approve a plan submit- 
ted by a manufacturer, packager, or importer of a smokeless tobacco 
product under paragraph (1) if such plan provides for the display 
and distribution on smokeless tobacco product packages of the state- 
ments required by subsection (a) in a manner which complies with 
this Act and the guidelines promulgated under section 6. 

(e) This section and section 5 do not apply to a distributor or a 
retailer of any smokeless tobacco product which does not manufac- 
ture, package, or import smokeless tobacco products for sale or dis- 
tribution within the United States. 

ADVERTISING OF SMOKELESS TOBACCO PRODUCTS 

Sec 5. (a) It shall be unlawful for any manufacturer, packager, or 
importer of a smokeless tobacco product to knowingly advertise or 
cause to be advertised in the United States such smokeless tobacco 
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product unless such advertisement bears, in accordance with this 
section^ one of the statements specified in section 4(cO. 

(h) Each statement specified in section 4(a) shall be rotated every 
four months by the manufacturer, packager, or importer of smoke- 
less tobacco products in an alternating sequence in the advertise- 
ments for each brand of a smokeless tobacco product, in accordance 
with a method prescribed by the Federal TraHe Commission. 

(cXV In the case of a printed advertisement of a smokeless tobacco 
product, one of the statements specified in section 4(a) shall apfear 
on such advertisement in a conspicuous and prominent location and 
a conspicuous format approved by the Federal Trade Commission, 
and in conspicuous and legible type in contrast with all other print- 
ed material in the advertisement 

(2) In the case of a radio or television advertisement of a smoke- 
less tobacco product, one of the statements specified in section 4(ci) 
shall be read once during the advertisement 

(dXV Each manufacturer, packager, or importer of a smokeless to- 
bacco product shall submit a plan to the Federal Trade Commission 
which specifies the method such manufacturer, packager, or import- 
er will use io rotate, display, and distribute in accordance with this 
Act the statements specified by section 4(a) in advertisements of 
smokeless tobacco products. 

(2) The Federal Trade Commission shall approve a plan submit- 
ted by a manufacturer, packager, or importer of a smokeless tobacco 
product under paragraph (1) if such plan provides for the rotation, 
display, and distribution of the statements specified in section 4(a) 
on each advertisement of a smokeless tobacco product in a manner 
which complies with this Act and the guidelines promulgated under 
section 6. 



Sec. S. (a) The Federal Trade Commission shall promulgate and 
periodically revise such regulations and guidelines as it may require 
to implement sections 4 and 5. 

(b) Within 180 days after the date of enactment of this Act, the 
Federal Trade Commission shall promulgate guidelines with respect 
to— 

(1) the display and distribution of the statements required by 
section 4(a) on packages of smokeless tobacco products; and 

(2) the rotation, display, and distribution of the statements 
specified in section 4(a) on each advertisement of a smokeless to- 
bacco product 



Sec. 7. (aXV Each person who manufactures, packages, or imports 
sniokeless tobacco products shall annually provide the Secretary 



(A) a list of the ingredients added io tobacco in the manufac- 
ture of such products which does not identify the company 
which uses the ingredients or the brand of smokeless tobacco 
which contain the ingredients; and 

(B) a specification of the quantity of nicotine contained in 
each such product 



REGULATIONS AND GUIDELINES 



INGREDIENT REPORTING 



with— 
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(2) A person or group of persons required to provide information 
by this subsection may designate an individual or entity to provide 
the information required by this subsection. 

(bXV At such times as the Secretary consi^lers appropriate, the 
Secretary shall transmit to the Congress a report, based on the infor- 
mation provided under subsection (a), respecting— 

(A) a summary of research activities and proposed research 
activities on the health effects of ingredients added to tobacco 
in the manufacture of smokeless tobacco products and the find- 
ings of such research; 

(B) information pertaining to any such ingredient which in 
the judgment of the Secretary poses a health risk to users of 
smokeless tobacco; and 

(C) any other information which the Secretary determines to 
be in the public interest. 

(2XA) Any information provided to the Secretary under subsection 
(a) shall be treated as trade secret or confidential information sub- 
ject to section 552(bX4) of title 5, United States Code, and section 
1905 of title 18, United States Code, and shall not be revealed, 
except as provided in paragraph (1), to any person other than those 
authorized by the Secretary in carrying out their official duties 
under ihis section. 

(B) Subparagraph (A) does not authorize the withholding of infor- 
mation provided under subsection (a) of this section from any duly 
authorized subcommittee or committee of the Congress, ijf a subcom- 
mittee or committee of the Congress requests the Secretary to provide 
it such information, the Secretary shall make the information avail- 
able to the subcommittee or committee and shall, at the seme time, 
notify in writing the person who provided the information of such 
request 

(C) The Secretary shall establish written procedures to assure the 
confidentiality of information provided under subsection (a) of this 
section. Such procedures shall include the designation of a duly au- 
thorized agent to serve as custodian of such information. The 
agent— 

(i) shall take physical possession of the information and, 
when not in use by a person authorized to have access to such 
information, shall store it in a locked cabinet or file; and 

(ii) shall maintain a complete record of any person, who in- 
spects or uses the information. 

Such pro*:edures shall require that any person permitted access to 
the inforhuxtion shall be instructed in writing not to disclose the in- 
formation to anyone who is not entitled to have access to the infor- 
mation. 

PENALTY 

Sec, S Any person who is found to violate any provision of this 
Act shall be guilty of a misdemeanor and shall on conviction there- 
of be subject to a fine of not more than $10,000, 

ENFORCEMENT 

Sec, 9, The several district courts of the United States are invest- 
ed with jurisdiction, for cause shown, to prevent and restrain viola- 
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tions of this Act upon application of the Federal Trade Commission 
or upon application of the Attorney General of the United States 
acting through the several United States attorneys in their several 
districts. 

Sec. 10, (a) No statement relating to the use of smokeless tobitcco 
products and health, other than the statements required by this Act, 
shall be required by any Federal agency to appear on any package or 
iii any advertisement of a smokeless tobacco product 

(b) No statement relating to the use of smokeless tobacco products 
and health, other than the statements required by this Act, shall be 
required by any State or local law or regulation to be included on 
any package or in any advertisement of a smokeless tobacco product. 

STUDY AND RECOMMENDATIONS 

Sec. 11. After the Advisory Committee on the Health Conse- 
quences of Using Smokeless Tobacco appointed by the Surgeon Gen- 
eral of the United Slates completes its study and report concerning 
the health consequences of using smokeless tobacco products, the 
Surgeon General shall review the findings and conclusions of such 
study. After the completion of such review, the Surgeon General, in 
consultation with the Federal Trade Commission, shall recommend 
to the Congress appropriate revisions to the statements specified in 
section k(a). Any such recommendations shall be based on the find- 
ings and conclusions of such study. 

DEFINITIONS 

Sec. 12. For purposes of this Act — 

(1) the term "package** means a pack, box, carton, can, or any 
other container of any kind in which smokeless tobacco is of- 
fered for sale, sold, or otherwise distributed to consumers: 

(2) the term "person** has the same meaning as in section 3(5) 
of the Federal Cigarette Labeling and Advertising Act; 

(3) the term "Secretary** means the Secretary of Health and 
Human Services; 

(4J the term "smokeless tobacco** means any finely cut, 
ground, powdered, or leaf tobacco that is intended to be placed 
in the oral cavity; and 

(5) the term "United States** has the same meaning as in sec- 
tion 3(3) of such Act. 

EFFECTIVE DATE 

Sec. 13. (a) Except as provided in subsection (b), this Act shall 
take effect one year after the date of enactment of this Act. 

(b) Sections 2, 3, 4(d), 5(d), and 6 shall take effect on the date of 
enactment of this Act. 

V. COMMITTEE VIEWS 

The Committee reports S. 1574 as a timely and necessary meas- 
ure to facilitate a national public education and research effort to 
make our citizens more aware of the health consequences of using 
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smokeless tobacco. This legislation has particular importance and 
urgency because of the apparent popularity of smokeless tobacco 
products among children and adolescents. It is essential tliat we 
inform the public of the health effects of smokeless tobacco use and 
we continue research on such health effects as expeditiously as pos- 
sible. 

The Committee wants to stress that it does not impose these re- 
quirements lightly. Tobacco products are unique in that, unlike 
other products which may be only hazardous when misused, these 
products pose a health hazard when used as intended. 

The Committee does not deem this legislation as regulatory, nor 
proscriptive of our citizens' right to use smokeless tobacco, but 
simplv as an appropriate and necessary Federal effort to provide 
for public education and research. The Committee considers this 
measure an important part of the ongoing effort in disease preven- 
tion and health promotion which is among the highest priorities of 
our national health policy. 

The Federal Trade Commission will Promulgate guidelines which 
describe the size and shape of the format and the size, type, layout, 
and color of the warnings statements and the background on which 
they appear. The primary concern for the Federal Trade Commis- 
sion in developing guidelines for the format and for the display of 
the required statements on smokeless tobacco packages and in ad- 
vertisements should be the effectiveness of the warning. The Feder- 
al Trade Commission may also consider the effect of the format on 
the message of the advertisement. The Federal TVade Commission, 
if it so chooses, may promulgate rules, rather than guidelines. The 
Federal Trade Commission shall be obligated to approve committee 
views. 

'^he Committee reports S. 1574 as a timely and necessary meas- 
ure to facilitate a national public education and research effort to 
make our citizens more aware of the health consequences of using 
smokeless tobacco. This legislation has particular importance and 
urgency because of the apparent popularity of smokeless tobacco 
products among children and adolescents. It is essential that we 
inform the public of the health effects of smokeless tobacco use and 
we continue research on such health effects as expeditiously as pos- 
sible. 

The Committee wants to stress that it does not impose these re- 
quirements lightly. Tobacco products are unique in that, unlike 
other products which may be only hazardous when misused, these 
products pose a health hazard when used as intended. 

The Committee does not ueem this legislation as regulatory, nor 
proscriptive of our citizens' right to use smokeless tobacco, but 
simply as an appropriate and necessary Federal effort to provide 
for public education and research. The Committee considers this 
measure an important part of the ongoing effort in disease preven- 
tion and health promotion which is among the highest priorities of 
our national health policy. 

The Federal Trade Commission will promulgate guidelines which 
d«*scribe the size and shape of the format and the size, type, layout, 
and color of the warnings statements and the backgrouncf on which 
they appear. The primary concern for the Federal Trade Commis- 
sion in developing guidelines for the format and for the display of 
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the required statements on smokeless tobacco packages and in ad- 
vertisements should be the effectiveness of the warning. The Feder- 
al Trade Commission may also consider the effect of the format on 
the message of the advertisement. The Federal Trade Commission, 
if it so chooses, may promulgate rules, rather than guidelines. The 
Federal Trade Commission shall be obligated to approve plans 
which comply with these rules or guidelines and shaJl disapprove 
any plan that it determines fails to comply with these rules or 
guidelines. 

Manufacturers, packagers, and importers need not be limited to 
the three warning statements included in this bill. They may, if 
they wish, add additional health warning information. 

The Committee wants to make clear that manufacturers, packag- 
ers, and importers of smokeless tobacco products may submit their 
plans as required in sections 4 and 5 of this bill describing their 
proposed methods for displaying the statements on packages and in 
advertisements at any time after the bill's enactment into law. 
Manufacturers, packagers, and importers of smokeless tobacco 
products are not required to submit a plan upon enactment of this 
legislation. They are only required to have the health warnings on 
packages and advertisements under a plan approved by the Federal 
Trade Commission, one year after the date of the enactment. 

The Committee has included in S. 1574 provisions requiring man- 
ufacturers, packagers, and importers of smokeless tobacco products 
to provide the Secretary of HHS annually with a list of ingredients 
added to tobacco in the manufacturing of smokeless tobacco prod- 
ucts. This provision is similar to one in the 1984 Comprehensive 
Smoking Education Act, P.L. 98-474. It is included to further the 
accumulation of knowledge about the health risks of smokeless to- 
bacco use, particularly the possible hazards of substances added to 
tobacco to enhance flavor and for other purposes. The bill also re- 
quires the reporting to the Secretary of HHS of the quantity of nic- 
otine contained in each smokeless tobacco product. 

Tlie Committee, in provisions of S. 1574 which describe the re- 
sponsibilities of the Federal Commission to administer the warning 
statements and advertising requirements of this legislation, has no 
intent to limit already existing pov/ers of the Commission in the 
regulation of the advertising or sale of tobacco products. 

Finally, the Committee wants to emphasize that, by including 
provisions in S. 1574 which require health warnings on packages 
and advertisements for smokeless tobacco products, and by pre- 
empting State and local laws requiring additional health warnings, 
it does not intend to preempt a State's ability to control the promo- 
tion or advertising of tobacco products and does not intend to pre- 
empt product liability suits in State or Federal courts based on fail- 
ure to warn. 

VI. VOTES IN COMMITTEE 

Pursuant to section 133(b) of the Lregislative Reorganization Act 
of 1946, the following is a tabulation of votes in committee: 

The Committee on Labor and Human Resources voted, without 
objection, to favorably report S. 1574 with an amendment in the 
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nature of a substitute; and recommended that the bill as amended 
do pass. 

VII. BUDGET ESTIMATE 

U.S. CONGRESS, 
CONGRESSIONAL BUDGET OfFICE, 

Washington, DC, November 20, 1985. 

Hon. Orrin G. Hatch, 

Chairman, Committee on Labor and Human Resources, 
as. Senate, Washington, DC 

Dear Mr. Chairman: The Congressional Budget Office has pre- 
pared the attached cost estimate for S. 1574, the Comprehensive 
Smokeless Tobacco and Health Education Act of 1985, as ordered 
reported by the Senate Committee on Labor and Human Resources 
on November 19, 1985. 

If you wish further details on this estimate, we will be pleased to 
provide them. 

With best wishes, 
Sincerely, 

Rudolph R. Penner. 
congressional budget office — COST estimate 

1. Bill number: S. 1574. 

2. Bill title: Comprehensive Smokeless Tobacco and Health Edu- 
cation Act of 1985. 

3. Bill status: As ordered reported by the Senate Committee on 
Labor and Human Resources on November 19, 1985. 

4. Bill purpose: To provide for public education concerning the 
health consequences of using smokeless tobacco products. 

5. Estimated cost to the Federal Government: 

[By fm\ years, in millions o( doiSars) 





1986 


1987 m 


J 1989 


1990 


Estimated autlwization level 

EstifTiated outlays 


4.0 

2.3 


4.2 
33 


4.4 4.6 
4.1 4.4 


49 
4.7 



Basis of estimate: This bill would require the Secretary of Health 
and Human Services (HHS) to develop and distribute educational 
materials concerning the dangers of smokeless tobacco, and author- 
ize technical assistance to states to do the same. The bill would also 
authorize research on the effect of smokeless tobacco on health. 
Smokeless tobacco manufacturers would be required to label their 
products and advertisements with one of three specific health 
warnings and to annually provide the Secretary of HHS with a list 
of ingredients and nicotine content for their products. 

All of the costs associated with container labeling and ingredient 
reporting would be incurred by the tobacco manufacturer. Cost to 
the federal government would result from the federal initiative and 
the technical assistance provided to states to educate consumers on 
the df.igers of smokeless tobacco and from smokeless tobacco re- 



16 



search. No specific funding L3vel is authorized in the bill for these 
provisions. However, similar educational activities relating to ciga- 
rette smoking are conducted by the Smoking and Health program 
within the Public Health Service. This program received $3.5 mil- 
lion in 1985. The National Cancer Institute is doing research on the 
behavorial aspects of smokeless tobacco, funded at about $0.3 mil- 
lion. They are not, however, currently conducting research on the 
effects of smokeless tobacco on health, as described in the bill. We 
estunate that an appropriation level comparable to these would be 
necessary to carry out the provisions of S. 1574 relating to educa- 
tion and health research activities. The amount needed could be 
higher or lower depending on the actual level of activity. 

We assume the estimated authorization amounts are fully appro- 
priated at the beginning of each fiscal year. Outlays are estimated 
usmg spendout rates computed by CBO on the basis of recent pro- 
gram data. 

6. Estimated cost to state and local goveminent: The budgets of 
state and local governments would not be affected directly by the 
enactment of this bill. 

7. Estimate comparison: None. 

8. Previous CBO estunate: None. 

9. Estimate prepared by: Carmela Dyer. 

^ 10. Estimate approved by: C. G. Nuckols (for Jaines L. Blum, As- 
sistant Director for Budget Analysis). 



The Committee has determined that there will be mmimal in- 
crease m regulatory burden of paperwork imposed by this bill. 

The estimated number of individuals and businesses related by 
group or class are less than ten companies which manufacture 
smokeless tobacco products. 

The estimated cost to the smokeless tobacco manufacturers for 
implementing the package requirements of this act is $2,500,000. 



This bill provides that the Act may be cited as the "Comprehen- 
sive omokeless Tobacco and Health Education Act of 1985." 

Section 2 of the bill directs the Secretary of Health and Human 
Services to establish and carry out a program to inform the public 
of any changes to human health resulting from the use of smoke- 
less tobacco products. To accomplish this, the Secretary shall: 

(A) develop educational programs and materials and public 
service announcements on the dangers to human health from 
smokeless tobacco use; 

(B) make appropriate programs, materials, and announce- 
ments available to States, local governments, school systems, 
and other entities; 

(C) conduct and support research on the effect of smokeless 
tobacco on humsm health; and 

(D) collect, analyze, and disseminate information and studies 
on smokeless tobacco and health. 

In developing programs, materials, and announcements, the Sec- 
retary shall consult with the Secretary of Education, medical and 



V::i. REGULATORY IMPACT STATEMENT 



IX. SECTION-BY-SECnON ANALYSIS 



ERIC 



17 




17 

Eublic health entities, consumer groups, representatives of smoke- 
5SS tobacco product manufacturers, and other appropriate entities. 
Section 2 also authorizes the Secretary to provide technical as- 
sistance to States to assist them in the development of educational 
programs and materials and public service announcements on the 
dangers to human health from smokeless tobacco use. 

Section 3 of the bill requires the Secretary of HHS to transmit to 
Congress not later than January 1, 1987, and biennially thereafter, 
a report containing: 

(1) a description of the effects of health education efforts on 
the use of smokeless tobacco products; 

(2) a description of the xise by the public of smokeless tobacco 
products; 

(3) an evaluation of the health effect of smokeless tobacco 
products and an identification of areas appropriate for futher 
research; and 

(4) recommendations for aporopriate legislation and adminis- 
trative action. 

Section 4 of the bill makes it unlawful for any person to know- 
ingly manufacture, package, or import for sale or distribution 
within the United States any smokeless tobacco product unless the 
product package bears one of the following statements: 

WARNING: THIS PRODUCT MAY CAUSE MOUTH 
CANCER; 

WARNING: TfflS PRODUCT MAY CAUSE GUM DIS- 
EASE AND TOOTH LOSS; or 

WARNING: THIS PRODUCT IS NOT A SAFE ALTER- 
NATIVE TO CIGARETTES. 

The bill requires that the labeling statement appear in a conspic- 
uous and proininent location on each smokeless tobacco product 
package, and in a conspicuous format, and in conspicuous and legi- 
ble type in contrast with all other printed material on the package. 
The required statements must be randomly displayed in each 
twelve-month period in as equal a number of times as is possible, 
and be randomly distributed in all parts of the U.S. in which the 
product is marketed. 

Section 4 requires each manufacturer, packager, or importer of a 
smokeless tobacco product to submit a plan to the Federal Trade 
Commission specifying the method to l)e used to display and dis- 
tribute the required statements in accordance with this Act The 
FTC is required to approve such a plan submitted by a manufactur- 
er, packager, or importer if the plan provides for the display and 
distribution of the required statements on smokeless tobacco prod- 
uct packages in a manner which complies with this Act and with 
guidelines promulgated under section 6 below, and is required to 
disapprove any plan it determines fails to comply. 

The requirements of this section and section 5 below do not apply 
to a distributor or a retailer of any smokeless tobacco product 
which does not manufacture, package, or import smokeless tobacco 
products for sale or distribution within the U.S. 

Section 5 of the bill makes it unlawiful for any manufacturer, 
packager, or importer of a smokeless tobacco product to knowingly 
advertise or cause to advertise in the U.S. a smokeless tobacco 
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product unless the advertisement bears one of the statements re- 
quired in section 4 above. This section requires that each of the 
three statements be rotated every four months in an alternating 
sequence in advertisements for each brand of a smokeless tobacco 
product, in accordance with a method prescribed by the FTC. In 
the case of a printed advertisement, one of the statements shall 
appear in a conspicuous and prominent location and a conspicuous 
format, and in conspicuous and l^ble type in contrast with all 
other printed material in the advertisement. In the case of a radio 
or television advertisement, one of the statements shall be read 
once during the advertisement. 

Each manufacturer, packager, or importer of a smokeless tobacco 
product is required to submit a plan to the FTC specifying the 
method to be used to rotate, display, and distribute the required 
statements in advertisements of smokeless tobacco products in a 
manner which complies with this Act and with the guidelines or 
rules promulgated under section 6 below. The FTC is required to 
approve a plan submitted by a manufacturer, packager, or import- 
er if the plan provides for the rotation, display, and distribution of 
the required statements on each advertisement of a smokeless to- 
bacco product in a manner which complies with this Act and the 
guidelines promulgated under section 6 below, and is required to 
disapprove any plan it determines fails to comply. 

Section 6 of the bill requires the FTC to promulgate and periodi- 
cally revise such regulations and guidelines as may be required io 
implement the warning statement and advertising requirements of 
the Act. Within 180 days after the enactment of this Act, the FTC 
is required to promulgate guidelines on the display, format and dis- 
tribution of the required statement on smokeless tobacco product 
packages, and the rotation, display, format and distribution of the 
required statement on smokeless tobacco advertisements. 

Section 7 of the bill requires each person who manufactures, 
packciges, or imports smokeless tobacco products to provide the Sec- 
retary annually with: 

(A) a list of the ingredients added to tobacco in the manufac- 
ture of such products which does not identify the company 
which used the ingredients or the brand of smokeless tobacco 
which contains the ingredients; and 

(B) a specification of the quantity of nicotine contained in 
each such product. 

The person or group of persons so required may designate an in- 
dividual or entity to provide such information. 

The Secretary is required to transmit to the Congress, at appro- 
priate times, a report based on the ingredient information includ- 
ing: 

(A) a summary of research activities and proposed research 
activities on the health effects of ingredients added in the man- 
ufacture of smokeless tobacco products and the findings of such 
research; 

(B) information on any such ingredient which the Secretary's 
judgment poses a health risk to users of smokeless tobacco; and 

(C) any other information the Secretary determines to be in 
the public interest. 
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Section 7 requires that any information on ingredients provided 
to the Secretary shall be treated as trade secret or confidential in- 
formation subject to section 552(bX4) of title 5, U.S. CJode, and sec- 
tion 1905 of title 18, U.S. Code, and shall not be revealed to any 
person other than those authorized by the Secretary in carrying 
out their official duties under this section. This section does not au- 
thorize the withholding of ingredient information provided under 
t?'e section from any duly authorized subcommittee or committee 
of the Congress. If a subcommittee or committee requests the Sec- 
retary to provide it such information, the Secretary is required to 
make the information available to the subcommittee or committee 
and, at the same time, to notify in writing the person who provided 
the information of the request. 

The Secretary is required to establish written procedures to 
ass' re the confidentiality of information provided under this sec- 
tion, including the designation of a duly authorized agent to serve 
as custodian. The agent is required to take physical possession of 
the informati'*'\ and, when it is not in use by a person authorized 
to have access, to store it in a locked cabinet or file; and to main- 
tain a complete record of any person who inspects or uses the infor- 
mation. These procedures shall require that any person permitted 
access to the information must be instructed in writing not to dis- 
close the information to anyone who is not entitled to have access. 

Section 8 of the bill requires that any person who is found to vio- 
late any provision of this Act shall be guilty of a misdemeanor and 
on conviction be subject to a fine of not more than $10,000. 

Section 9 of the bill invests the district courts of the U.S. with 
jurisdiction for cause shown, to prevent and restrain violation of 
this legislation upon application of the FTC or the Attorney Gener- 
al of the U.S. acting through U.S. attorneys in their districts. 

Section 10 of the bill preempts any Federal agency or State or 
local law or regulation from requiring a statement related to the 
use of smokeless tobacco products and health other than the state- 
ment required by this Act to appear on any package or in any ad- 
vertisement of a smokeless tobacco product. 

Section 11 of the bill requires the Surgeon General of the U.S., 
after the Advisory Committee on the Health Consequences of 
Using Smokeless Tobacco completes its study and report, to review 
the findings and conclusions of the study. After the completion of 
the review, the Surgeon General is required, in consultation with 
the FTC, to recommend to the Congress appropriate revisions to 
the statements required in section 4 of ti 's Act. Such recommenda- 
tions shall be based on the findings and conclusions of the study. 

Section 12 of the bill defines for the purposes of this Act the fol- 
lowing terms: 

(1) "package** means a pack, box, carton, can, or any other 
container of any kind in which smokeless tobacco is offered for 
sale, sold, or otherwise distributed to consumers; 

(2) "person** has the same meaning as in section 3(5) of the 
Federal Cigarette Labeling and Advertising Act; 

(3) "Secretary** means the Secretary of HHS; 

(4) "smokeless tobacco** means any finely cut, ground, pow- 
dered, or leaf tobacco that is intended to be placed in the oral 
cavity; and 
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(5) "United Stetc ** has the same meaning as in section 3(3 J 
of the Federal Cigarette Labeling and Advertising Act. 
Section 13 of the bill states that the Act shall take effect one 
year after the date of enactment, except that sections 2, 3, 4(a), 5(a), 
and 6 which take effect on the date of enactment. Manufacturers, 
packagers, and importers may submit a plan to the FTC any time 
after enactment. The enforcement provisions requiring warning 
labels on packages and advertisements takes effect one year after 
enactment. 

X. CHANGES IN EXISTING LAW 

This legislation does not affect any existing law. 

O 
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